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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[><] Responsive to communication(s) filed on 08 July 2003 . 
2a)[>3 This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) KI Claim(s) 1-21,26-30,34 and 36-46 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) [EI Claim(s) 1-21.26-30,34 and 36-46 is/are rejected. 

Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) IKI Information Disclosure Statement(s) (PTO-1449) Paper No(s) 1002 . 6) □ Other: 
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DETAILED ACTION 

Response to Arguments 

This action is written in response to applicant's correspondence submitted 7/8/2003, in response 
to the examiner's correspondence sent out on 6/20/2003 due to a non-responsive amendment. 
Claims 1 and 26 have been amended, claims 22-25, 31-33, and 35 have been canceled, and 
claims 36-46 have been added. Claims 1-21, 26-30, 34, and 36-46 are pending. Applicant's 
amendments and arguments have been thoroughly reviewed, but are not persuasive for the 
reasons that follow. Any rejections not reiterated in this action have been withdrawn. The text of 
those sections of Title 35, U.S. Code not included in this action can be found in a prior Office 
action. This action is FINAL. 

Priority 

Acknowledgement of the provisional application drawn to this same subject matter has 
been made. The filing date of the instant claims is deemed to be the filing date of the provisional 
application 60/094096, 07/24/1998. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

Applicant should note that the examiner's inadvertent use of the 102(b) form paragraph in the 
FAOM instead of the appropriate citation of the 102(e) has been corrected herein. 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIP A) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Claim 34 is rejected under 35 U.S.C. 102(e) as being anticipated by Chee et al.(US Patent 
5,856,104) 

Chee et al. teach a commercial package and/or a reagent kit, comprising reagents for the 
PCR based detection of polymorphisms and further teach the accompaniment of "instructions for 
carrying out the methods."(Col. 13) 
Response to Arguments: 

Applicants assert that "Chee et al. does not appear to teach reagents for detecting 
polymorphisms in a FcaRI genotype or phenotype taught in the present invention"(Pg. 12 of 
Response). In response to applicant's argument that claim 34 is not anticipated, a recitation of 
the intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. In a claim drawn to a process of making, the intended use must result in a manipulative 
difference as compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re 
Otto, 136 USPQ 458, 459 (CCPA 1963). 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1-21 and 26-30, 34, and 36-46 are rejected under 35 U.S.C. 112, first paragraph, 
as containing subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

The test of enablement is whether one skilled in the art could make and use the claimed 
invention from the disclosures in the specification coupled with information known in the art 
without undue experimentation (United States v. Telectronics., 8 USPQ2d 1217 (Fed. Cir. 
1988)). Whether undue experimentation is needed is not based upon a single factor but rather is 
a conclusion reached by weighing many factors. These factors were outlined in Ex parte 
Forman, 230 USPQ 546 (Bd. Pat. App. & Inter. 1986) and again in In re Wands, 8 USPQ2d 
1400 (Fed. Cir. 1988) and include the following: 

Nature of the invention. Claims 1-21, 26-30, 34, and 36-46 are broadly drawn to methods of 
correlating the ability of a cell to bind IgA and cellular susceptibility to a disease. The 
specification does not at all enable correlating the ability of any cell to bind IgA, to cellular 
susceptibility to any disease. The specification does not specify any examples of such well- 
established, in-vitro model systems or evidence for the ability of a cell's receptors(FcaRI)to bind 
IgA and its predictable association with cellular susceptibility to any disease. The examples that 
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are taught in the specification include only SNPs in the coding regions of FcyRIIA, FcyRIIIA, 
and FcyRIIIB and a belief that a "precedent" is established by these findings, that these SNPs 
influence the risk for Periodontal Disease(PD), The specification continues on to conclude that 
the findings for one gene coding for the IgG receptor can be applicable to that of another gene 
coding for the different, IgA receptor. The specification teaches that the "knowledge that PD 
lesions are rich in both IgG and IgA."(Pg 23, line 20-23) is enough to lead one skilled in the art 
to believe that their receptors function exactly the same. The specification merely prophesizes 
that as a result of these previous findings with the IgG receptor, "the present invention identifies 
novel SNPs in FcaRI." It is highly unpredictable to extrapolate findings from the Fey molecules 
to the entirely different molecules defined by FcaRL In addition, it is important to note that even 
if applicant would enable the detection of SNPs in the FcaRI gene, only those genotypes taught 
in the specification on Pg. 33 in example 3, would be enabled, not all genotypes of the receptor. 
Furthermore, this method includes i). identifying a FcaRI genotype, ii). quantifying IgA binding 
by a cell with said genotype, and iii). comparing IgA binding by said cell and IgA binding by a 
second cell, said second cell expressing a second FcaRI genotype. Furthermore, while the 
method's step i), of identifying a genotype would include the "how to make" portion of the 
enablement requirement, it still omits the "how to use portion" as the specification omits any 
teaching of how to use the discovered genotype once it has been discovered. With respect to step 
ii), it is unclear how the amount of bound IgA relates to the genotype of a cell. The specification 
does not teach the effect that the amount of bound IgA has on the genotype of the cell or vice 
versa. Lastly, as in steps i) and ii), the specification does not teach which genotype said first cell 
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has nor what genotype said second cell has and why either of these would be significant as 
related to each cell's ability to bind IgA. 

With respect to claim 34, although directed to a product, the reagents will be used to identify 
individual susceptibility to a disease, a feat that as previously mentioned lacks enablement 
because of the great unpredictability that exists in such a research project. The nature of this 
invention is quite unpredictable because it requires a reliance on the prophetic testimony by 
applicant that the progression of any disease will in fact be evident through the detection of any 
FcaRI genotype. 

Scope of the invention. The scope of the invention is very broad, claiming methods for 
correlating the ability of any type of cell to bind IgA and the cellular susceptibility to any 
disease. Much unpredictability exists in the broad claiming of any type of cell and having, as in 
steps i) ii) and iii)'s, any genotype being correlated to any amount of bound IgA by the cell 
expressing said genotype. Furthermore, as alluded to in the Nature of the invention, even if 
applicants would enable detection of SNPs in the FcaRI gene, their scope would still be limited 
to those delineated in example 3 of the specification. 

State of the art. The prior art does not disclose a method for correlating the ability of a cell to 
bind IgA and cellular susceptibility to a disease, thus the invention appears to be novel in terms 
of the prior art. However, the lack of support from the prior art for the ability of a genotype of 
the FcaRI, IgA receptor, to have such far-reaching effects such as into the manifestation of any 
disease, results in the invention being unpredictable in terms of its use as presently claimed. 
Furthermore, as the present application relies on the extrapolation from data involving the 
receptor for the IgG molecule to define characteristics for the receptor of the IgA molecule, the 
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art teaches great unpredictability associated with this practice. The specification's reliance on 
the IgG receptor data implies that IgG and IgA are identical. However, Morton et al. teach "the 
cDNA encoding the myeloid FcaR has been characterized and was found to encode a 30-kDa 
peptide with two extracellular Ig-like domains" the reference goes on to teach though that, "the 
gene structure indicates FcaR to represent a more distantly related member of the 
immunoglobulin receptor gene family." (JBC, 1995) Furthermore, Carayannopoulos et al. teach 
while the FcaR receptor "shows similarity to the high affinity FceR and the three FcyR but is 
more distantly related to these receptors than they are to one another" (J. Exp. Med. 1996). In 
addition to the prior art, the post date art also teaches variation between these two receptor types. 
Wines et al teach that the "comparison of the FcyRLIgA interaction showed considerable 
differences from the well-defined FcyR:IgG and FcsRLIgE interactions. Unlike other Fc 
receptors, in FcaRI the ligand binding site appears to be in the first domain, not the second, and 
in IgA, unlike IgG or IgE, the receptor binding site is located at the interface between CH2 and 
CH3, not the lower hinge of CH2 as for IgG or its equivalent area in IgE Ce2."(AAI, 2001) Such 
variance between IgG receptors and those for IgA makes drawing conclusions and the 
subsequent extrapolations about the two molecules, highly unpredictable. 
Number of working examples and Guidance provided by applicant. The instant 
specification only provides guidance and working examples concerning the FcyRI, RIIA, RIIIA, 
and RIIIB IgG receptor molecules. Considering the unpredictability surrounding the 
extrapolation of data from experiments using different receptor molecules, as pointed out in the 
Nature of the invention section of this rejection, the skilled artisan would have to practice undue 
and unpredictable trial and error experimentation in order to practice the invention with the 
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genotypes of IgA receptors(FcaRI) that are not the genotypes of IgG receptors(FcyRL.etc). In 
addition, considering the lack of working examples showing the association between a particular 
SNP and a specific disease, even more unpredictability exists. 

Level of skill in the art. The level of skill involved in relating characteristics of such different 
molecules(FcaRI and FcyRI etc) to each other is very high if not impossible. Additionally, the 
functional use of such assumed similar properties from such different molecules is seen, in this 
instance, to be prophetic. 

Unpredictability of the art. There are examples of differences in the IgG receptor and that 
being claimed, the IgA as illustrated in the State of the Art section. Both the prior art and the 
instant specification are deficient in terms of teaching the applicability of IgG receptor data to 
that of IgA genotype effects. Furthermore, the lack of teachings of how to use any genotype of 
the FcaRI gene, and also how the amount of IgA binding relates to this genotype both contribute 
to the great unpredictability involved in making and using this invention. In light of these 
deficiencies, the skilled artisan would be forced to practice undue and unpredictable trial and 
error experimentation when practicing the instant invention. 

Considering the Nature of the invention, the guidance provided by both the prior art and 
the instant specification, and the broad scope of the invention, it is clear that the skilled artisan 
would be required to practice undue and unpredictable trial and error experimentation to practice 
the invention that is claimed. 
Response to Arguments: 

Applicants assert on pages 13-16 of their response dated 7/8/2003, that one of skill in the art can 
practice the method as described by the claims without undue experimentation. Applicants cite 
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In re Borkowski to assert that compliance with 35 U.S.C. 1 12 does not turn on whether a specific 
example or working example is disclosed. The examiner acknowledges this argument but points 
out that the lack of enablement under 35 U.S.C. 1 12 was determined in this case only after 
several factors have been examined(/w re Wands discloses the practice that: whether undue 
experimentation is needed is not based upon a single factor but rather is a conclusion reached by 
weighing many factors). Applicants further assert that both the specification and the art enable 
their invention. The examiner finds these arguments to be unconvincing, as she has already 
pointed out the specification and art's lack of enablement above. Lastly, applicants cite In re 
Buchner to illustrate that "not everything necessary to practice the invention need be disclosed". 
While the examiner acknowledges applicants assertion, her test whether undue experimentation 
is needed is not based upon a single factor but rather is a conclusion reached by weighing many 
factors, and in this present invention proved to warrant, and now maintain, a rejection under 35 
U.S.C 1 12 First Paragraph. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention, 

3. Claims 13-21 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

A. Claims 13-21 are indefinite as the claims do not clarify the relationship between 
genotyping DNA and determining FcaRI alleles. For example, determining the genotype of an 
individual doesn't necessarily lead one to the FcaRI alleles specific to an individual, it merely 
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provides you with the genotype of that individual. The claims should be amended to identify the 
relationship being claimed. 
Response to Arguments: 

Applicants assert that the definitions provided in the specification clearly describes a method for 
determining FcaRI alleles specific to an individual human. While the examiner acknowledges 
their definitions in the specification and the plain language considerations, it still appears 
indefinite how necessarily determining the genotype of an individual leads one to the FcaRI 
alleles specific to an individual, as the examiner is interpreting it as merely providing you with 
the genotype of that individual. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Application/Control Number: 09/744,373 
Art Unit: 1634 



Page 11 



Any inquiry concerning this communication or earlier communication from the examiner 
should be directed to Sally Sakelaris whose telephone number is (703) 306-0284. The examiner 
can normally be reached on Monday-Friday from 7:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W.Gary Jones, can be reached on (703)308-1 152. The fax number for the 
Technology Center is (703)305-3014 or (703)305-4242. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Chantae Dessau whose telephone number is (703)605-1237. 
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